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Food and Drug Administration% ‘
Washington, DC 20204

MAR131998

Ms. Deborah Shur Trinker
&L/ /=/”jJ

Director of Regulatory Affairs
and Corporate Counsel

Rexall Sundown, Inc.
851 Broken Sound Parkway NW
Boca Rotan, Florida 33487

Dear Ms. Trinker:

This is in response to your letters of June 11, 1996, January 13, 1997, May 28, 1997,
May 29, 1997, and February 3, 1998 to the Food and Drug Administration (FDA)
pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the Act)). Your submissions state that Rexall Sundown, Inc. is making
the following claims, among others, for the products:

Echinacea and Golden Seal

“Promotes general well being during the cold and flu season and helps support a
healthy immune system. ”

Zinc Lozenges

“Zinc Lozenges provide a combination of Zinc, Vitamin C and Echinacea which
helps support and promote healthy immune function and general well-being
especially during the cold and flu season. ”

Combination Vitamin and Herbal Product

“Echimcea provides superior herbal support for healthy immune function and
promotes general well-being, especially during the cold and flu season.

Echinacea

“Echimcea provides superior herbal support for healthy immune function and
promotes general well-being during the cold and flu season. ”

Vitamin C

“It helps promote healthy immune function and general well-being during the
cold and flu season. ”
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Eehinacea

“Echinacea provides superior herbal support for healthy immune function and
promotes general well-being especially during the cold and flu season. ”

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the
authority of that section may not claim to diagnose, mitigate, treat, cure, or prevent a
speeific disease or class of diseases. The statements that you are making for these
products suggest that they are intended to prevent, treat or mitigate a disease,
namely the common cold and influenza. These claims do not meet the requirements of
21 U.S.C. 343(r)(6). These claims suggest that these products are intended for use as
drugs within the meaning of 21 U.S.C. 321(g)(l)(B), and that they are subject to
regulation under the drug provisions of the Act. If you intend to make claims of this
nature, you should contact FDA’s Center for Drug Evaluation and Research (CDER),
Office of Compliance, HFD-3 10,7520 Standish Place, Rockville, Maryland 20855.

Please contact us if we may be of further assistance.

Sincerely,

James T. Tanner, Ph.D.
Acting Director
Division of Programs and Enforcement Policy
OffIce of Special Nutritional
Center for Food Safety

and Applied Nutrition
Copies:
FDA, Center for Drug Evaluation and Research, Oflice of Compliance, HFD-300
FDA, Ofilce of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200
FDA, Florida District OffIce, Oi%ce of Compliance, HFR-SE240
W:
HFA-224 (w/incoming)
HFA-305 (docket 97S-0163)
HFS-22 (CCO, JGordon)
HFS-456 (File)
HFS-450 (file, r/f)
HFD-310 (BWilliarns)
HFD-314 (Aronson)
HFS-600 (Reynolds)
HFS-605 (Bowers) –
GCF-1 (Nickerson, Dorsey)
r/d:HFS-456:RMoore:3 /12/98
Init:GCF-1 :LNickerson:3/12/98
f/t:HFS-456:sar:3/13 /98:docname:rexa11:disc26
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June 11, 1996

Elizabeth A. Yetley, Ph. D., R.D., Director
Mice of *ecia! !Wtritionals
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 C Street, SW, HFS-450
Washington, DC. 20204

Dear Dr. Yetley:

o

Rexall Sundown, Inc. (“Sundown”) wishes to notify the Food and Drug Administration
that it has marketed or will within the near future commence marketing dietary
supplements which bear statements of nutritional support, pursuant to Section 6 of the
Dietary Supplement Health and Education Act (“DSHEA”), Section 403(r) of the Federal
Food and Drug Cosmetic Act (“the Actn). Please see the attachment for a listing of the
dietary supplements and corresponding statements of nutritional support.

These statements are being accompanied by the required disclaimer pursuant to
Section 403(r)(6)(C) of the Act.

Very truly yours,

W-@&u.wadfi
Deborah Shur Trinker
Director of Regulatory Affairs
and Corporate Counsel

DST/mw

Attachment

o
C:iDOCS\WINWORDWDA\CORRESPO\YETLEY.DOC

Sundown Vitamins . Rexall Consumer Products ● Thompson Nutritional Products ● Pennex Laboratories ●

sIy/Vitamins - Rexall Showcase International
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Attachment - Rexall Sundown, Inc. -

B Vitamins For a healthy nervous system; helps maintain healthy muscle and heart
function.

Calcium Helps to maintain a regular heartbeat maintains strong bones and healthy
teeth; helps maintain healthy cardiovascular function.

Echinaceaand Golden Seal Promotes general well being during the cold and flu season and helps I

support a healthy immune system.
t’

Feverfew
‘\

Helps reduce cellular inflammation. Feverfew contains parthenolides
which help to reduce inflammation and blood vessel spasms.

Garlic
d

Helps promote healthy cardiovascular function. Helps maintain cholesterol
and blood pressure levels.

I
I

Hawthorne Berries Helps maintain heart rhythm and blood pressure function.

Lutein with Zeaxanthin Helps maintain healthy eye function. These two important carotenoids may
be associated with protection against eye. degeneration.

1

Lycopene [ Helpful carotenoid with powerful antioxidant action. Lycopene is an
important red carotenoid found in tomatoes. Lycopene’s antioxidant
properties promote healthy cell structure and protect against oxidative cell
damage.

I

Vitamin A I Helps in maintaining healthy cholesterol levels; assists proper I
cardiovascular func~on; assists in the proper function of the immune
system; promotes healthy eye function,

Vitamin C For general well-being during the cold and flu season; essential for free
radical protection; helps maintain healthy blood cholesterol levels; helps
promote immune function.

Vitamin E Helps prevent free radical damage to body cells; helps maintain proper
circulatory function; assists cardiac and muscular cell respiration; promotes
cardiac and muscular cellular health; helps supply oxygen to the body to
promote endurance.

1

Valerian Root Traditional calming herb.
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(581) 241-9400
Fax (561) 995-51=
E Mall Address: RSReEDpt@aol.com

January 13, 1997 “
. .

BY FACSIMILE: 202-205-5295
AND CERTIFIED MAIL
mm R13331PITMQUESTED

Elizabeth A. Yetley, Ph.D., RD., Director
Offhx of Special Nutritional
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 C $tree~ SW, HFS-450
Washington, DC. 20204

● Dear Dr..Yetley

RexalI Sundo~ Inc. (“Sundown”) wishes to noti~ the Food and Drug Administration that it has
marketed or will within the near future commence marketing dietary supplements which bear statements
of nutritional suppo~ pursuant to Section 6 of the Dietary Supplement Health and Education Act
(“DSHEA”), Section 403(r) of the FederaI Food and Drug Cosmetic Act (“the Act”). Please see the
attachment for a listing of the dietary supplements and corresponding statements of nutritional support.

These statements are being accompanied by the required disclaimer pursuant to Section 403(r)(6)(C) of
the Act. Two copies of this cover letter and its attachment are enclosed.

Deborah Shur Trinker
Director of Regulatory Affairs
and Corporate Counsel

DST/mw

Attachment
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Soya Lecithin 400 mg Concentrate-
SundownVitamins
Valerian Root - SundownVitamins

Valerian Complex - Sundown Vitamins
(Claims for Valerian Root, Kava Kava and
PassionFlower)

Vitamin B-6 - Sundown Vitamins

Vitamin C - Sundown Vitamins

I

V]tamin E - Sundown Vitamins

Zinc - Sundown Vitamins

Zinc Lozenges - Sundown
Vitamins/Thompson Nutritional Products
(Claims for Zinc, Vitqnin C and
Echinacea)

enzyme which is essential’for the protection of red blood cells and ~ell”’
membranes; promotes healthy prostate function.
Enhances mental alextness.

Used for its calming effects; recognized as an aid for restlessness and for
sleep.
Valerian Complex contains a select combination of imredients which
help promote ~estfbl well-being in today’s stressfid environment. Used
for its ability to promote a sense of caIm and relaxation. Kava Kava is
used for its natural calming and soothing effects. Passion Flower has
been used for the past 200 years to calm nerves and promote relaxation.
Helps maintain the proper balance of sodium and potassium which
regulate body fluids; promotes the healthy fimctioning of the nervous and
muscular system.
Helps maintain healthy blood cholesterol levels. Vitamin C is vital to the
production of the collagen molecules that provide the stability necessary
for proper cardiovascular function.
Helps nutritionally in maintaining cardiovascular function and a healthy
circulatory system by contributing to normal blood flow and healthy
serum cholesterol levels; an antioxidant that helps to protect from
unhealthy oxidative “free radicals” that can lead to premature aging;
contributes to healthy skti, helps to promote healthy circulatory function.
Assists in maintaining the proper concentration of Vitamin E in the blood;
contributes to good prostate health.
Zinc Lozenges provide a combination of Zinc, Vitamin C and Echinacea
which helps support and promote healthy immune function and general
well-being especially during the cold and flu season, Zinc is an important
mineral which is essential for protein synthesis and which helps to
regulate the production of cells in the body’s immune system; necessary
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Rexall Sundown, Inc.

Attachment - Page 5

I—.
Zinc Picolinate - Sundown Vitamins

m’ .
●

for”normal metabolism; helps to maintain healthy cell function. Vi&in
C assists with healthy imrdune system activities.
Essential for protein synthesis; healthy immune ,function and prostate
health; necessary for normal metabolism and helps maintain healthy cell
function; necessary to hel~ maintain the proper con~entrations of Vitanin
Kin the blood,

,
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May 28, 1997

901 Broken Sound Parkway NW
Boea Raton, FL 33487-3693
(561) 241-9400
Fax (56 1) 995-5188
E Mail Address: RSRegDpt@aol.com

BY CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Elizabeth A. Yetley, Ph.D., R.D., Director
OffIce of Special Nutritional
Center for Food Safety and Applied
Nutrition
Food and Drug Administration
200 C Street, SW, HFS-450
Washington, DC. 20204

● Dear Dr. Yetley:

Rexall Sundown, Inc. (“Sundown”) wishes to noti~ the Food and Drug Administration
that it has marketed or will within the near future commence marketing dietary
supplements which bear statements of nutritional support, pursuant to Section 6 of the
Dietary Supplement Health and Education Act (“DSHEA”), Section 403(r) of the Federal
Food and Drug Cosmetic Act (“the Act”). Please see the attachment for a listing of the
dietary supplements and corresponding statements of nutritional support.

These statements are being accompanied by the required disclaimer pursuant to Section
403(r)(6)(C) of the Act. Two copies of this cover letter and its attachment are enclosed.

Very truly yours,

Deborah Shur Trinker
Director of Regulatory Affairs
and Corporate Counsel

@

DST/mw

Attachment
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Gjp4?xa// 901 Broken Sound Parkway NW
Boca Raton, FL 33487-3693
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II
(561) 241-9400
Fax (561) 995-5188
E Mail Address: RSRegDpt@aol.com

May 29, 1997

BY CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Elizabeth A. Yetley, Ph.D., R.D., Director
Office of Special Nutritional
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 C Street, SW, HFS-450
Washington, IX. 20204

Dear Dr. Yetley:

e Rexall Sundown, Inc. (“Sundown”) wishes to noti& the Food and Drug Administration that it
has marketed or will within the near future commence marketing dietary supplements which bear
statements of nutritional support, pursuant to Section 6 of the Dietary Supplement Health and
Education Act (“DSHEA”), Section 403(r) of the Federal Food and Drug Cosmetic Act (“the
Act”). Please see the attachment for a listing of the dietary supplements and corresponding
statements of nutritional support.

These statements are being accompanied by the required disclaimer pursuant to Section
403(r)(6)(C) of the Act. Two copies of this cover letter and its attachment are enclosed.

Very truly yours,

-() bcnl’k+ ‘>1 &--

Deborah Shur Trinker
Director of Regulatory Affairs
and Corporate Counsel

DST/mw

Attachment
a. w. ,
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851 Broken Sound Parkway M
Boca Raton, FL 33487-3693

(561) 241-9400
Fax [561) 995-5188
Email Address: RSRegDpt@aol.com

February 3, 1998

Food and Drug Administration
Office of Special Nutritional (HFS-450)
Center for Food Safety and Applied Nutrition
200 C Street, SW
Washington, DC 20204

Dear Sirs:

Notice is hereby given pursuant to the requirements of section 403(r)(6) (21 U.S.C. 343(r)(6))

of the Federal Food, Drug, and Cosmetic Act and in accordance with the requirements of
21 CFR 101.93, that Rexall Sundown, Inc. located at 851 Broken Sound Parkway, N. W.,
Boca Raton, Florida 33487 will be marketing a dietary supplement under the Rexall brand
name bearing the following statement(s) on the label and/or in the labeling:

Echinacea: Echinacea, or Purple Coneflower, was the most widely used medicinal plant of
the Native Americans. Today, it is an increasingly popular herb used widely in Europe and
North America. Echinacea provides superior herbal support for healthy immune fhnction and

promotes general well-being especially during the cold and flu season.

The undersigned certifies that the information contained in this notice is complete and
accurate and that Rexall Sundown, Inc. has substantiation that the statement is truthful and
not misleading. Pursuant to $101.93 (a)(1), two copies of this notification are enclosed.

Sincerely,

o b? %,. &Jb

Deborah Shur Trinker
Director of Regulatory Affairs
and Corporate Counsel

Enclosure

/&.Jlfl. ‘


